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AMENDMENTS TO THE CLAIMS 

Listing of Claims: 

1 . (Currently Amended) A transdermal spray formulation comprising: 

a) a pharmaceutically active agent; 

b) 0.1% to 2.0% bv weight VP/VA copolymer; **4 

c) at least 60% bv weight of a non-aQueous^vebiele solvent: and 

dLi)Ptionallv a penetration enhancer, which, if present, is p resent in an amount of 
fl.01% to 5. 0% by weight of the composition . 

2. (Original) A transdermal spray formulation according to claim 1, wherein the 
pharmaceutically active agent is provided in a therapeutically effective amount. 

3. (Currently Amended) A transdermal spray formulation according to claim 1 or 2 , 
wherein the VF/VA copolymer i s present in an amount from about 0,1% to about 20% by 
weight of the formulation further comprising an anti-nucleating agent . 

4. (Currently Amended) A transdermal spray formulation according to claim 1, 2 or 3 
claim 3 . wherein the VPA^A copolymer is pre s ent in an amount from about 0.1% to about 
5% bv weight of the formulation anti-nuclea t ing a gent is a polyvin y lpyrrolidone polymer 
or copolymer . 

5. (Currently Amended) A transdermal spray formulation according to claim 1, 2, 3 or 4 
claim 3 . wherein the VPA'A copolymer is present in an amount anti-nucleating agent 
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comprises from about 0.1 % to about 2% 1 % to about 10% b y weight of the formulation. 



6. (Currently Amended) A transdermal spray formulation according to any pr e c e ding 
claim, further compri s ing an anti nucleating agent claim 1. wherein the penetration 
enhancer i s a monohvdric alcohol such as eth anol. isonropvl. butvl or henzvl alcohol; 3 
dihvdric alcohol such as ethylene glycol, diethvlene gly col, propylene glycol, dipronvlene 
glycol or trimethvlene glycol: a polvhvdric alcoho l such as glycerin, sorbitol or 
Polyethylen e glycol: a polyethylene glycol ether of an ali phatic alcohol, such as cetvl. laurvl. 
oleyl or Stearvl. including polvoxvethvlene (4i laurvl ether, polvoxvethvlene (%) olevl etb,er» 
polvoxvethvlene HOi olevl ether or polvoxvethvlene alk vl ether: vegetable, animal or fish 
fats or oil such as olive and castor oils, saualene or lanol in: a fattv acid ester such as propyl 
oleate. decvl oleate. iso oropvl palmi tate. glycol palmitate. glycol laurate. dodecvl mvristate. 
isooropvl mvristate or glycol stearate: a fattv acid alcohol such as oleyl alcohol and 
derivatives thereof: a fattv acid amide such as oleamide and derivatives thereof: urea and 
urea deri vatives such as allantoin: a polar solven t such as dimethvllaurvlamide. 
dodecvlpvrrolidone. is osorbitol. or salicylic aci d: an amino acid: a higher molecular weight 
aliphatic surfactant such as laurvl sulfate salts or esters of sorbitol and sorbito l anhydride: 
polvsorbates 20. 21. 40. 60. 61. 65. 80. 81. or 85: oleic and linoleic acids, ascorbic acid. 
panthenol- butvlated hvdroxvtolu ene. tocop herol, tocop herol acetate, tocophervl linoleate. 
menthol, dimethvlisosorbide. glvcervlmono-oleate or mvristvl lactate . 

7. (Currently Amended) A transdermal spray formulation according to claim 6 claim 1 . 
wherein th e onti nucleating agent i s a polyvinylpyrrolidone polymer or copolymer 
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penetration enhancer is selected from the group consistin g of menthol, dimethvli sosorbide. 



glyceryl mono-oleate and mvristvl lactate . 



8. (Currently Amended) A transdermal spray formulation according to claim 6 or 7 = cJajm 
1, wherein the onti - nuel e oting ag e nt compri s es from obout 1% to obout 10% by weight of 
the formulation non-aoueous solvent is volatile and evaporates at ma m malian skin 
temperature. 

9. (Currently Amended) A transdermal spray formulation according to any preceding claim, 
further compri s ing a penetration enhance r claim 1. wherein the no n-aaueous vehicle is one 
or more of ethanol. ac etone and methvlal . 

10. (Currently Amended) A transdermal spray formulation according to claim 9 claim 1 . 
wherein the ponctrotion cnhonc e r i s se l e ct e d from the group con s i s ting of menthol^ 
dimethvli s osorbide. glvcorvlmono olcatc and mvri s tvl lactat e pharmaceutical ^ active agent 
is one or more of the following c lasses: anti-inflammato ry drugs, analgesics, anti-arthritic 
drugs, antispasmodics, antidepr essants, anti-psvchotics. tranquillis ers, anti-anxietv drugs, 
narcotic antagonists, antiparkinsonian agents, cholinergic agonists, chemotherapeutic 
drugs, immunosuppressive a gents, antiviral agen ts, antibiotic agents, appetite 
suppressants, anti-emetics, anti-cholinergics. antihi staminics. anti-migraine agents, 
coronary, cerebral or peripheral vasodila tors, horm onal agents, contraceptives, anti- 
thromboti c agents, diuretics, antihypertensive agents, cardiovascular drugs and opioids . 
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1 1 . (Currently Amended) A transdermal spray formulation according to claim 9 or 10 = gMm 
I, wherein the penetration e nhanc e r compris es from about 0.01% to about 5.0% by weight 
of the formulation pharmaceutical^ active agent is on e or more of estradiol, testosterone. 
oxvbutvnin. hunrenorphine and fentanvl . 

12. (Currently Amended) A transdermal spray formulation according to any preceding 
claim, wherein the non aqueous vehicle compri s e s at lea s t about 60% by weight of the 
formulation claim U wherein the pharmaceutical^ activ e a^ent is estradiol. 

13. (Currently Amended) A transdermal spray formulation according to and pr e c e ding 
etek n claim 12 . wherein the non - aqu e ou s v e hicle i s a volatile s olvent estradiol is present in 
an amount from about 1 % to about 5% bv we ight of the formulation . 

14. (Currently Amended) A transdermal spray formulation according to any prec e ding 
etek n claim L wherein the non aqueous vehicle i s on e or more of cthanol, acetone and 
mcthvlal pharmaceutical^ active agent is testosterone . 

15. (Currently Amended) A transdermal spray formulation according to any pr e ceding 
etet m claim 14 . wherein the pharmnceutically active agent i s on e or more of e s tradiol, 
testosterone, oxvbutvnin. buprenorphine and fentanv l testosterone is present in an amount 
up to about 16.66% bv weight of t he formulation 
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16. (Currently Amended) A transdermal spray formulation according to any preceding 
claim, wherein the pharmQceuticQlly active agent i s estradiol claim 1 for forming a natch 
on the skin of a subject, wherein the non-aa ueous solvent comprises ethanol. methvlal or 
acetone or mixtures thereof: and wherein the optional penetration e nhancer, when present, 
is different to the non- aqueous solvent . 

17. (Currently Amended) A transdermal spray formulation according to claim 15 or 16, 
wherein the es tradiol i s pre s ent in on amount from about 1% to about 5% by w e ight of the 
formulation non-aaueous solvent comprises ethanol . 

18. (Currently Amended) A method of administering a pharmaceutical^ active agent, 
comprising spraying a transdermal formulation according to anv one of claim s 1 to 17 claim 1 
onto the skin of a subject in need thereof. 

19. (Currently Amended) A method according to claim 18, wherein the non-aqueous vebiele 
solvent volatizes upon contact with the skin, forming a film comprising the VP/VA copolymer 
and the pharmaceutical^ active agent. . 

20. (Currently Amended) A method of forming a pharmaceutical^ active film comprising 
spraying a transdermal formulation according to any one of claim s 1 to 17 claiHLl_ on the skin 
of a subject in need thereof. 
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